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Study Overview
Title
Effect of computer-based working memory training on instrumental activities of daily living after ischemic stroke: A randomized clinical trial 

Study is 3ie funded
No

Study ID
RIDIE-STUDY-ID-5e61da9608f23

Initial Registration Date
03/05/2020

Last Update Date
10/19/2021

Status
What is the status of your study?
In Development

Location(s)
Where is the intervention or study occurring? (You may select multiple countries.)
Colombia

Abstract
Describe your study in non-technical language. This abstract will be publicly visible to people who search the registry even before the study is complete, so enter only what you are comfortable sharing at this time.
Ischemic stroke survivors show cognitive impairments which often persist in the chronic phase after the event. Working memory impairments, in particular, have a large impact on instrumental activities of daily living and may predict poor cognitive recovery after ischemic stroke. Recent studies have indicated that performance on instrumental activities of daily living can be improved through computer-based working memory training. The goal of this study is to determine the effect of a computer-based working memory training on instrumental activities after ischemic stroke.Â Â Â 


Registration Citation

Categories
Choose one or more categories that describe your study.
Health, Nutrition, and Population

Additional Keywords
Additional descriptive terms for the study, if any. (Use commas to separate terms.)
working memory training, instrumental activities of daily living, ischemic stroke, functional independence

Secondary ID Number(s)
To help with database searches and to avoid duplication, enter any ID numbers provided by funders (e.g., grant number) as well as any ID numbers provided by other registries (clinicaltrials.gov, ISRCT, etc.). For each ID number, include the organization that assigned it.
449011-19.02-013 Universidad San Buenaventura

Principal Investigator(s)
Name of First PI
Daniel Landinez Martinez

Affiliation
Universidad Catolica Luis amigo-Universidad San Buenaventura

Name of Second PI
David Andres Montoya Arenas

Affiliation
Universidad San Buenaventura-Universidad Pontificia Bolivariana

Study Sponsor
Name
What organization is the primary funder of your study?
Universidad Catolica Luis amigo

Study Sponsor Location
Indicate the country where your study sponsor is located.
Colombia

Research Partner
Name of Partner Institution
If you are collaborating with another organization to perform this research (including organizations in the study country), provide the organization's name.
Instituto NeurolÃ³gico de Colombia
Change History
	Date
	Value

	10/19/2021
	Caja de compensaciÃ³n familiar de Caldas "ClÃ­nica San Marcel"



Type of Organization
What type of institution is your research partner?
Research institute/University

Location
Indicate the country where your research partner is located.
Colombia
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Intervention Overview
Intervention
Describe the intervention or program being evaluated in this study. Be sure to indicate the objectives and expected beneficiaries. Do not discuss the evaluation here, only the intervention. (Include only details of the program that can be made public at this time.)
The aim of this study is toÂ is to determine the effect of a computer-based working memory training on instrumental activities after ischemic stroke.Â The intervention method is classified as an adaptive, intensive computerized working memory training program (Braining), developed by Professor Daniel Landinez Martinez at Universidad CatÃ³lica Luis Amigo, Colombia. Both the adaptive and active control training groups will use the program approximatelyÂ forÂ 25 sessions of 50 minutes over 12Â weeks.The training is considered adaptive which means that the difficulty level of the tasks increases during the sessions according to the individual level of mastering for each participant, making the patient work at their maximum capacity at all times. This is the core element of the hypothesized effectiveness of the intervention. The active control group will use a non-adaptive (fixed low-level training) version of the training program. The interface of both the active control and the training version is identical, but the difficulty level in the active control group version does not increase adaptively as the patient performance improves. The study involves two examinations at the following time points: baseline before training, retesting after training completion (3 months). Direct benefits include increasing functional independence: using a cellphone, taking his/her own medication, handling money, cooking, turn on/off the radio and T.V, walking around the house. Other indirect benefits include better quaility of life.Â 

This trial has been approved by both Universidad San Buenaventura Research Ethics Comittee and by Instituto NeurolÃ³gico de Colombia Institutional Review Board

Change History
	Date
	Value

	10/19/2021
	<p>The aim of this study is to&nbsp;is to determine the effect of a computer-based working memory training on instrumental activities after ischemic stroke.&nbsp;The intervention method is classified as an adaptive, intensive computerized working memory training program (Braining), developed by Professor Daniel Landinez Martinez at Universidad Cat&oacute;lica Luis Amigo, Colombia. Both the adaptive and active control training groups will use the program approximately&nbsp;for&nbsp;25 sessions of 50 minutes over 12&nbsp;weeks.The training is considered adaptive which means that the difficulty level of the tasks increases during the sessions according to the individual level of mastering for each participant, making the patient work at their maximum capacity at all times. This is the core element of the hypothesized effectiveness of the intervention. The active control group will use a non-adaptive (fixed low-level training) version of the training program. The interface of both the active control and the training version is identical, but the difficulty level in the active control group version does not increase adaptively as the patient performance improves. The study involves two examinations at the following time points: baseline before training, retesting after training completion (3 months). Direct benefits include increasing functional independence: using a cellphone, taking his/her own medication, handling money, cooking, turn on/off the radio and T.V, walking around the house. Other indirect benefits include better quaility of life.&nbsp;</p>

<p>This trial has been approved by both Universidad San Buenaventura Research Ethics Comittee and by Clinica San Marcel Institutional Review Board</p>




Theory of Change
Describe the key aspects of the interventionâ��s theory of change, emphasizing the mechanisms the impact evaluation will focus on.
The following activity:

Adaptive computer-based working memory training

Leads to:

ischemic stroke patients improving their performance in working memory tasksÂ 

Which:

increases ischemic stroke patients performance in instrumental activities of daily livingÂ 

Resulting in:Â 

Higher levels of functional independence Â 

Â 


Treatment Arms
Does this intervention or program have multiple treatment arms or program types under evaluation?
Yes

Implementing Agency
Name of Organization
Who is carrying out the intervention or program? (Provide the name of the organization.)
Universidad CatÃ³lica Luis Amigo

Type of Organization
Research Institution/University

Program Funder
Name of Organization
Who is funding the intervention or program? (If multiple organizations are involved in funding, provide the name of the primary funder.)
Universidad CatÃ³lica Luis AmigÃ³

Type of Organization
What type of organization is this?
Research Institution/University

Intervention Timing
Intervention Timeline
Has the intervention or program already started? (Answer yes if the intervention has started, meaning the planned treatment has begun, and is either still in process or completed.)
No

Start Date
When did the intervention or program begin? (If not yet started, provide estimated date.)
02/10/2020

End Date
When did the intervention or program end? (If not yet completed, provide estimated date. If this is to be an ongoing program, leave the field blank.)
06/15/2022
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Evaluation Method Overview
Primary (or First) Evaluation Method
What is the main methodological approach you will use to estimate the causal impacts of the intervention or program? (If more than one, enter the first here. You will have the opportunity to enter a second method later.)
Randomized control trial

Other Method
Please describe your method that was not listed in the choices above.

Additional Evaluation Method (If Any)

Other Method
Please describe your method that was not listed in the choices above.

Method Details
Details of Evaluation Approach
Please provide details of your methodological approach(es).
The proposed study is a randomized, controlled study that will include 30Â patients diagnosed with ischemic stroke at a rehabilitation hospital. The participants will be randomized to either a training program or an active control group. The intervention is a computerized working memory training performed forÂ 25 sessions of 50 minutes over 12Â weeks. The active control group will train with an identical program in duration but is non-adaptive in the difficulty level of the tasks.The study involves two examinations at the following time points: baseline before training, retesting after training completion (3 months)

Key feasibility aims are to:Â 

1. Describe socio-demographic and clinical features of an ischemic stroke patients sampleÂ Â 

2. Measure performance in the Lawton-brody scale of instrumental activities of daily living Â and the working memory index before and after working memory trainingÂ 

3. Compare performanceÂ in the Lawton-brody scale of instrumental activities of daily living Â and the working memory index before and after working memory training in a sample of ischemic stroke patients.Â 

Change History
	Date
	Value

	10/19/2021
	<p>The proposed study is a randomized, controlled study that will include 54&nbsp;patients diagnosed with ischemic stroke at a rehabilitation hospital. The participants will be randomized to either a training program or an active control group. The intervention is a computerized working memory training performed for&nbsp;25 sessions of 50 minutes over 12&nbsp;weeks. The active control group will train with an identical program in duration but is non-adaptive in the difficulty level of the tasks.The study involves two examinations at the following time points: baseline before training, retesting after training completion (3 months)</p>

<p>Key feasibility aims are to:&nbsp;</p>

<p>1. Describe socio-demographic and clinical features of an ischemic stroke patients sample&nbsp;&nbsp;</p>

<p>2. Measure performance in the Lawton-brody scale of instrumental activities of daily living &nbsp;and the working memory index before and after working memory training&nbsp;</p>

<p>3. Compare performance&nbsp;in the Lawton-brody scale of instrumental activities of daily living &nbsp;and the working memory index before and after working memory training in a sample of ischemic stroke patients.&nbsp;</p>




Outcomes (Endpoints)
What are the outcome variables (endpoints) of interest in this evaluation? (You may distinguish primary and secondary outcomes as well as final and intermediate outcomes. If you do, indicate to which category each outcome belongs. See help text for definitions.)
Primary outcome measure:Â Â Lawton-Brody Instrumental Activities of Daily LivingÂ 

Secondary outcome measure:Â Â Working memory index from the Wechsler Adult Intelligence Scale (WAIS-IV), Corsi block tapping test and the Working memory Questionnaire.Â 


Unit of Analysis
What is the main unit of analysis for the evaluation?
ischemic stroke patients

Hypotheses
What specific hypotheses do you plan to test with the outcome variables specified above (or other outcomes)? (You may distinguish primary and secondary hypotheses if you like.)
An adaptive computer-based working memory training is effective in improving instrumental activities of daily living performance over time in patients diagnosed with ischemic stroke.Â 


Unit of Intervention or Assignment
Unit of assignment for receipt of the intervention or program. For experiments, the unit of randomization. (For example, individuals, schools, clinics, firms, etc.)
each ischemic stroke patient

Number of Clusters in Sample
If the intervention or program is to be administered by cluster or group (e.g., schools, villages), what is the (expected) number of groups or clusters in the analysis?
individual intervention

Number of Individuals in Sample
What is the (expected) number of individual observations (e.g., of students, households, enterprises) in the sample?
30
Change History
	Date
	Value

	10/19/2021
	54



Size of Treatment, Control, or Comparison Subsamples
What is the (expected) number of observations in treatment and control or comparison subsamples (i.e., those receiving the intervention and those not receiving it)? (If the intervention or program is to be administered by cluster or group, please give the number of groups, not individuals, in each subsample.)
15 individuals in the adaptive working memory training and 15 individuals in the active control group, total 30
Change History
	Date
	Value

	10/19/2021
	27 individuals in the adaptive working memory training and 27 individuals in the active control group, total 54



Supplementary Files
Analysis Plan
If you have a pre-analysis plan to upload, please do so here. (Note that a pre-analysis plan is a detailed outline of the analysis plan written in advance of seeing the data which may specify hypotheses to be tested, variable construction, equations to be estimated, controls to be used, and other aspects of the analysis. See help text for further information. You may select to have the plan kept private until study completion or another date of your choosing.)

Other Documents
Do you have any other documents outlining what you plan to do in this study that you are willing to upload (e.g., a proposal or IRB document)? (You may select to have the documents kept private until study completion or another date of your choosing.)
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Outcomes Data
Description
Briefly describe the data set that will be used to measure outcomes. (For example, this could be a household survey, school or health facility survey, administrative data, etc. If there is more than one such data source, please describe the most important one.)
Control and Intervention group: Socio-demographic interview, Montreal Cognitive Assessment, Yesavage geriatric depression scale, Lawton-Brody instrumental activities of daily living scale, Working memory index (Wechsler Adult Intelligence scale), Corsi Block Tapping test, Working memory Questionnaire.

Data Collection Status
Have these data already been collected, whether by you or someone else? (This refers to data collected after the intervention was implemented, not baseline data.)
No

Previous Use of the Data
Has this data set been used before by you or others for analysis, including for unrelated research?

Data Access
Is this a restricted access data set?

Data Status
Have you obtained the data?

Data Approval Process
Briefly describe the approval process.

Approval Status
Have you obtained approval and/or the data?

Treatment Assignment Data
Participation or Assignment Information
Does (or will) the above outcomes data also contain information on the treatment assignment or program participation, i.e., which units received the intervention or participated in the program?
Yes

Description
What kind of data will you use for information on treatment assignment or program participation, i.e., which units received the intervention or participated in the program? Examples include administrative data, household survey, etc. (In some cases, there may be no specific data set. For example, data might simply be common knowledge that a program was implemented in a particular village. This type of information can be treated as a data set.)

Data Status
Do these data already exist?

Previous Use of the Data
Has this data set been used before by you or others for analysis, including for unrelated research?

Data Access
Is this a restricted access data set?

Data Obtainment Status
Have you obtained the data?

Data Approval Process
Briefly describe the approval process.

Approval Status
Have you obtained approval and/or the data?

Data Analysis
Data Analysis Status
Have you started analysis of the data?

Study Materials
Upload Study Materials
It is helpful for other researchers to be able to see survey instruments used in prior studies. Are you interested in uploading or providing links(s) to the instrument(s) or any other study information at this time? (You will also be able to do so at a later date, including at study completion.) If so, upload documents or provide links to instruments, other websites, or documents related to your study that you are willing to share, and describe each item.

Registration Category
Registration Category
Based on the information you have provided, we have classified your registration as follows.
Prospective, Category 1: Data for measuring impacts have not been collected
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Completion Overview
Intervention Completion Date
When was the intervention or program completed? If this is an ongoing program, leave the date blank.

Data Collection Completion Date
When was data collection on outcomes completed?

Unit of Analysis
What was the main unit of analysis for the evaluation?

Clusters in Final Sample
If the intervention involved clusters or groups as the unit of randomization or program assignment, please indicate the final number of clusters or groups in the sample used in the analysis.

Total Observations in Final Sample
For estimating primary program impacts, what was the total number of individual observations used in the analysis (including program recipients and controls or comparisons)?

Size of Treatment, Control, or Comparison Subsamples
What is the size of each treatment and control or comparison subsample in the main analysis? (If the analysis is at the cluster or group level, please give the number of groups, not individuals, in each subsample.)

Findings
Preliminary Report
Is there a report on the results?

Preliminary Report URL
Provide a link to the report if available.

Summary of Findings
Summarize your results. (Copy and paste a report abstract or executive summary as appropriate. Highlight the results for the key outcomes and hypotheses you outlined when registering.)

Paper
Are there any published studies based on this evaluation?

Paper Summary
Provide titles and brief summaries of the studies.

Paper Citation
Enter the citations.

Data Availability
Data Availability (Primary Data)
Is the data set you used available for other researchers (whether access is free or restricted), or will it be in the future?

Date of Data Availability
When will the data be available?

Data URL or Contact
Enter a link to the data set, if available, or the name and email of a contact person for access.

Access procedure
If the data are or will be available only on a restricted basis, please describe the procedure to apply for the data.

Other Materials
Survey
Can you share the survey questionnaire(s) you used (if not previously made publicly available)?

Survey Instrument Links or Contact
Provide the link to the survey instrument(s) or describe how to obtain them.

Program Files
Are program files (e.g., Stata .do files) available for public distribution?

Program Files Links or Contact
If yes, please provide a link to the files or the name and email of a contact person for access.

External Link
Please provide links to any other related websites, documents, etc.

External Link Description
Describe the above links.

Description of Changes
Please add any comments you would like to make on changes in this project between the initial registration and the reporting of the results (e.g., changes in evaluation method, sample size, hypotheses, etc.).

Study Stopped
Date
When was the study stopped?

Reason
Why was the study stopped?

